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DETAILED ACTION 
Response to Amendment 

Receipt of amended claims 21, 24 and 23 are acknowledged. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for 
patent or (2) a patent granted on an application for patent by another filed in the United 
States before the invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the effects for 
purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

Claims 1, 4, 5,14 are 19 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Currie et al ('454). Currie describes a support member; a bioactive agent disposed on the 
support member; and an outer barrier coating disposed on the bioactive agent, the outer barrier 
coating being non-water soluble but dissolving when an external agent is applied to the outer 
coating and exposing the bioactive agent when in the presence of a biological agent. Moreover 
Currie describes that the bioactive agent takes the form of a coating applied to the support 
member and is integral with the support member. (See Figure 3 and Columns 8 and 9). 

Thus Currie reasonably appears to teach and disclose every element of claims 1, 4, 5, 14 

and 19. 
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Claims 26-27 are rejected under 35 U.S.C. 102(e) as being anticipated by Rosenbluth et 
al U.S. Patent Number 6,015,424. Rosenbluth et al discloses a method of treating aneurysm (see 
abstract) comprising the steps of providing a vascular occlusive device comprising a support 
member, (54) a bioactive agent (col. 3 line 6) disposed on the support member (54), and a barrier 
exhibiting (60) the characteristic of normally preventing a reaction between the bioactive agent 
and a bodily fluid and of exposing a portion of the bioactive agent when an external agent (col. 9 
line 37) is applied to the barrier; inserting a delivery catheter into a blood vessel (see abstract) 
through the blood vessel until the distal tip is adjacent an aneurysm within the blood vessel; 
delivering the vascular occlusive device with the delivery catheter into an aneurysm; and 
applying the external agent through the catheter and into the aneurysm to thereby cause a 
reaction between the bioactive agent and the bodily tissue (col. 4 line 18). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue 

3. Resolving the level of ordinary skill in the pertinent art 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 2, 3, 6,7,10-13, and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Currie et al ('454) in view of Eder ('550). Currie describes an implantable medical device 
comprising a support member, a bioactive agent disposed on said support member; and, an outer 
barrier disposed on said bioactive agent to prevent exposure of said bioactive agent to bodily 
fluid when said vascular occlusive device is inserted into a blood vessel, said outer barrier 
exhibiting the characteristic of being substantially inert to bodily but dissolving when exposed to 
an external agent. (See Figure 3 and Columns 8 and 9). 

Currie fails to disclose, that the support member is a vascular embolic device taking the 
form of a helically wound metallic coil, that the bioactive agent is comprised of a synthetic 
polypeptide, that the bioactive agent takes the form of a thrombus inducing coating. 

As to Claims 2 and 20 Eder discloses a vascular occlusive device wherein the support 
member is a vascular occlusive embolic coil. (See Figure 1). 

As to Claim 3, Eder teaches that the support member takes the form of a helically wound 
metallic coil. (See Figure 1). 

As to Claim 6 and 7 Eder teaches that the outer barrier takes the form of a coating applied 
to the bioactive agent. (See Figure 2). 

As to Claim 10, 1 1, 12 and 13, Eder teaches that the bioactive agent takes the form of a 
thrombus inducing coating. (See Column 4). 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
by the applicant to modify the implanted device of Currie by adding the structural coil 
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components and as taught by Eder in order to obtain a more controllable vascular occlusive 
device. 



Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Currie et al ('454) 
and Eder ('550) in view of Abrams et al (US2002/0058640). Neither Currie nor Eder discloses 
that the bioactive material is comprised of polyglycolic acid (See Paragraph 24), and the 
composition of the outer barrier as comprising of ethylene vinyl alcohol, (See Paragraph 8). 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
by the applicant to modify the implanted device of Currie as modified by Eder by comprising the 
bioactive material of polyglycolic acid and an outside layer of ethylene vinyl alcohol as taught 
by Abrams, in order to achieve a more bioactive vascular occlusive device 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Currie et al ('454) 
and Eder ('550) in view of Wallace ('269). Neither Currie nor Eder discloses that the external 
agent is comprised of dimethyl sulfoxide. 

Wallace et al ('269) does teach that the external agent can be dimethyl sulfoxide. (See 
Column 4) 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
by the applicant to modify the implanted device of Currie as modified by Eder by adding 
activation be an external agent of dimethyl sulfoxide, as taught by Wallace in order to obtain a 
more controllable vascular occlusive device. 

Claims 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Sheppard et 
al ('429) in view of Engelson (754). Sheppard describes a support member, a bioactive agent 
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disposed on said support member and an outer barrier coating disposed on said bioactive agent, 
said outer barrier coating exhibiting the characteristic of being non-water soluble but 
dissolvable when an external activating agent is applied to said outer barrier and wherein the 
bioactive agent takes the form of a coating applied to the support member and is integral with 
support member. (See Column 5). 

Sheppard fails to disclose neither that the support member is a vascular occlusive embolic 
coil nor that the bioactive agent takes the form of a thrombus inducing coating. 

Engelson does disclose a support member that is a vascular occlusive embolic coil and 
that the bioactive agent takes the form of a thrombus inducing coating. (See Figure 6 and 
Column 7). 

It would have been obvious to one of ordinary skill in the art at the time of the invention 
by the applicant to modify the device of Sheppard by adding a support member that is a vascular 
occlusive embolic coil and that the bioactive agent takes the form of a thrombus inducing coating 
as taught by Engelson, in order to obtain a more controllable vascular occlusive device. 

Claims 26 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Sheppard et al ('429) in view of Wallace et al ('914). Sheppard describes a support member, a 
bioactive agent disposed on said support member, and a barrier exhibiting the characteristic of 
normally preventing a reaction between the bioactive agent and a bodily fluid and of exposing a 
portion of said bioactive agent when an external agent is applied to the barrier. Sheppard fails 
to disclose a method of inserting a delivery catheter into a blood vessel; advancing the distal tip 
of the delivery catheter through the blood vessel until the distal tip is adjacent an aneurysm 
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within the blood vessel; delivering said vascular occlusive device with the delivery catheter into 
an aneurysm. 

Wallace does teach a method of inserting a delivery catheter into a blood vessel; 
advancing the distal tip of the delivery catheter through the blood vessel until the distal tip is 
adjacent an aneurysm within the blood vessel; delivering said vascular occlusive device with the 
delivery catheter into an aneurysm; (See Columns 8 and 9). 

It would have been obvious to one of ordinary skill in the art at the time of the invention by the 
applicant to modify the device of Sheppard by adding the method of delivery as taught by 
Wallace in order to obtain a more controllable vascular occlusive device. 

Claims 1-7, 10-25 are rejected under 5 U.S.C. 103(a) as being unpatentable over Hamm 
et al WO 03/092791 in view of Rosenbluth et al U.S. Patent Number 6,015,424. Hamm et al 
disclose a vascular occlusive device (20) comprising a support member (25); a bioactive agent 
(45) disposed on the support member (25); and an outer barrier comprising an activatable agent 
(60), the outer barrier covering the bioactive agent and exhibiting the characteristics of 
substantially preventing a reaction between the bioactive agent and body fluid when the vascular 
occlusive device in inserted into a blood vessel and exhibiting the characteristic of being 
substantially inert to bodily fluid (page 14 line 14) but dissolving when exposed to an external 
agent and permitting a reaction between the bioactive agent and bodily fluid upon activation by 
an external non-electrical activating agent (page 4 line 20). Hamm et al fails to disclose that the 
activating source is an external fluid nor that the vascular occlusive embolic coil or that the 
coating is thrombus inducing. Rosenbluth et al teaches a similar device comprising a vascular 
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occlusive embolic coil (see abstract) taking the form of a helically wound metallic coil with a 
thrombus inducing bioactive agent and is integral with the support member (col. 3 line 6) and an 
activatable agent, activatable by an external fluid source (col. 9 line 37). It would have been 
obvious to a person having ordinary skill in the art at the time of invention by applicant to 
modify the device of Hamm et al by incorporating the coatings on an embolic coil with an 
external fluidic activating agent as taught by Rosenbluth in order to control the location of the 
embolic device (col. 4 line 40). 

Response to Arguments 
Applicant's arguments filed September 16 2005 have been fully considered but they are not 
persuasive. Applicant argues that the barrier coating of Currie et al ruptures rather than 
dissolves, however a portion of the barrier is melted by the external source and undergoes a form 
of dissolution. Furthermore applicant's argument that the barrier of Currie et al does not exhibit 
the characteristic of being substantially inert to bodily fluid is not persuasive as the outer barrier 
is disclosed to be biocompatible (col. 6 line 66). Moreover applicant's argument that it would 
not have been obvious to combine the microchip device of Sheppard with the embolic coil of 
Engleson, however it would have been obvious to combine the two reference to better control the 
delivery of the coils. Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aamer S. Ahmed whose telephone number is 571-272-5965. The 
examiner can normally be reached on Monday thru Friday 9-5 . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

A. Ahmed NICHOLAS D. LUCCHESI 

SUPERVISOR' vauCJ EXAf.lIMR 
TEC! OOLOGY CENTER 3700 



